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CENTER FOR VETERINARY BIOLOGICSNOTICE NO. 01-01

Subject: Issuance of Licenses

To: Biologics Licensees, Permittees, and Applicants
Veterinary Services Management Team

Directors, Center for Veterinary Biologics

AreaVeeinaiansin Charge, VS

The purpose of this notice is to bring to the atention of interested parties licenses issued and
terminated during the months of October, November, and December 2000. These do not
include those licenses reissued to update pertinent information. A product license has been

issued for each of the following:
Product Egtablishment/
True Name Code Per mittee Date

Bovine Rhinotrachaitis-Virus Diarrhea 1181.20 | Schering-Plough 10/02/00
Parainfluenzas-Respiratory Syncytid Virus Anima Hedlth
Vaccine Modified Live Virus Corp., Est. 314
Canine Digemper-Adenovirus Type 2- 1331.27 | American Home 10/02/00
Parvovirus Vaccine, Modified Live Virus Products Corp.,

Est. 112
Canine Distemper-Adenovirus Type 2- 13D1.20 | Schering-Plough 12/06/00
Parainfluenza-Parvovirus Vaccine, Animd Hedth
Modified Live Virus Corp., Est. 165A
Canine Digemper-Parvovirus Vaccine, 13P1.27 | American Home 10/02/00
Modified Live Virus Products Corp.,

Est. 112
Canine Parainfluenza-Parvovirus Vaccine, | 1441.27 | American Home 10/02/00
Modified Live Virus Products Corp.,

Est. 112
Canine Distemper-Coronavirus- Parvovirus | 14D9.27 | American Home 10/02/00
Vaccine, Modified Live and Killed Virus Products Corp.,

Es. 112
Canine Coronavirus-Parainfluenza 14R9.27 | American Home 10/02/00
Parvovirus Vaccine, Modified Live and Products Corp.,
e e Eq 112
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Product Establishment/
True Name Code Permittee Date
Feline Leukemia-Rabies Vaccine, Killed 15R5.RO | Meid, Inc,, 11/21/00
Virus and Live Canarypox Vector Est. 298
Sdmondla Typhimurium Vaccine, Live 19C1.02 | Biomure Co., 12/15/00
Culture Est. 368
Sarcocystis Neurona Vaccine, Killed 1SN5.20 | AmeicanHome | 12/15/00
Protozoa Products Corp.,
Est. 112
Autogenous Bacteria Extract 2052.00 | Willmer Poultry 11/02/00
Company, Inc.,
Est. 365
Eryspelothrix Rhusiopathiae- Haemophilus | 2A46.00 | Intervet Inc., 10/23/00
Parasuis-Mycoplasma Hyopneumoniae Est. 286
Bacterin
Canine Distemper-Adenovirus Type 2- 4639.27 | AmeicanHome | 10/02/00
Parainfluenza-Parvovirus Vaccine, Modified Products Corp.,
Live Virus, Leptospira Bacterin Est. 112
Canine Coronavirus Vaccine, Killed Virus, | 46D5.27 | AmericanHome | 10/02/00
L eptospira | cterohaemorrhagiae Bacterin Products Corp.,
Est. 112
Canine Digemper-Adenovirus Type 2- 461.9.27 | AmericanHome | 10/02/00
Coronavirus-Parainfluenza-Parvovirus Products Corp.,
Vaccine, Modified Live and Killed Virus, Est. 112
L eptospira | cterohaemorrhagiae Bacterin
Canine Digtemper-Adenovirus Type 2- 46P9.27 | AmericanHome | 10/02/00
Coronavirus-Parvovirus Vaccine, Modified Products Corp.,
Live and Killed Virus, Leptospira Est. 112
| cterohaemorrhagiae Bacterin
Canine Borrdia Burgdorferi-Ehrlichia Canis- | 5019.00 PanBio InDx, Inc., | 10/02/00
Rickettsa Rickettsi Antibody Test Kit Est. 477
Swine Influenza Virus Antibody Test Kit, 59A5.00 | IDEXX 12/20/00
HIN1 Laboratories, Inc.
Ed. 313
Feline Heartworm Antibody Test Kit 5F18.01 | Synbictics 10/20/00
Corporation,
Est. 312A
Chlamydia Psittaci, Modified Live A581.20 | IntervetInc., 10/23/00
Chlamydia E<t. 286




Product Establishment/
True Name Code Per mittee Date
Fdine Cdicivirus, Modified Live Virus A5C1.20 | IntervetInc,, 10/23/00
Est. 286
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Product Establishment/
True Name Code Per mittee Date
Fdine Rhinotrachetis Virus, Modified Live | A6A1.20 | Intervet Inc., 10/23/00
Virus Est. 286
Swine Influenza Virus, HIN1, Live Virus A9A6.10 | ManeBiologicad | 12/19/00
Laboratories,
Est. 240
Swine Influenza Virus, HIN1, Live Virus E9A5.00 | IDEXX 12/20/00
Laboratories, Inc.
Est. 313

U.S. Veterinary Establishment License No. 477 was issued on October 2, 2000, to the

falowing:

PanBio InDx, Inc., 1756 Sulphur Spring Road, Batimore, Maryland 21227
MAIL: PanBio InDx, Inc., 1756 Sulphur Spring Road, Batimore,

Maryland 21227

The establishment license for LaBdle Associates, Inc., Est. 396A, was terminated without
prejudice on November 21, 2000. The following product licenses previoudy issued to LaBelle
Asociates, Inc., Est. 396A, were reissued to LaBdlle Associates, Inc., Est. 396, on

November 21, 2000:

Bovine 1gG, Code 3606.00

Bovine 1gG-Escherichia Coli Antibody, Bovine Origin, Code 3610.00

Escherichia Coli Antibody, Bovine Origin, Code 3524.00

Thefollowing product licenses for Pfizer Anima Hedlth, ESt. 189, were terminated without

pregjudice on June 13, 2000:

Rabies Vaccine, Killed Virus, Code 1905.22

Actinobacillus Pleuropneumoni ae-Bordetel la Bronchiseptica-Erys pel othrix




Rhus opathiae Bacterin, Code 2105.00
Sdmondla Choleraesuis Bacterin, Code 2781.00

Thefalowing product licenses for Grand Laboratories, Inc., Est. 303, were terminated without
prejudice on October 5, 2000:
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Escherichia Coli Antibody, Equine Origin, Code 3526.01

Clodridium Perfringens Type C Antitoxin-Escherichia Coli Antiserum, Equine
Origin, Code 6212.00

Clogtridium Chauvoei-Septicum-Novyi-Sordd lii-Perfringens-Types C&D,
Haemophilus Somnus Bacterin-Toxoid, Code 7423.00

Haemophilus Somnus Bacterin, For Further Manufacture, Code B659.00

Actinobecillus Pleuropneumoniae-Haemophilus Parasuis-Pasteurdlla Multocida
Bacterin, For Further Manufacture, Code B674.00

The following product licenses for American Home Products Corporation, Est. 112, were
terminated without prejudice on December 20, 2000:

Anaplasmosis Vaccine, Killed, Code 1005.50

Bovine Rhinotrachatis-Virus Diarrhea-Parainfluenza; Vaccine, Killed Virus,
Code 1175.20

Bovine Rhinotrachetis-Virus Diarrhea-Parainfluenzas-Respiratory Syncytid
Virus Vaccine, Killed Virus, Code 1185.20

Canine Distemper-Adenovirus Type 2-Parainfluenza VVaccine, Modified Live
Virus, Code 13C1.20

Canine Parainfluenza-Bordetella Bronchiseptica VVaccine, Modified Live Virus,
Avirulent Live Culture, Code 14M1.00

Canine Corona-Parvovirus Vaccine, Modified Live and Killed Virus,
Code 14R7.20

Feline Panleukopenia Vaccine, Killed Virus, Code 1565.20



Feline Rhinotrachetis-Cdlici-Panleukopenia-Chlamydia Psittaci-Rabies Vaccine,
Modified Live Virus & Chlamydia & Killed Virus, Code 1619.20

Feline Rhinotracheitis-Calici-Panleukopenia-Chlamydia Psittaci-Rabies Vaccine,
Modified Live Virus & Chlamydia & Killed Virus, Code 1619.21

Fdine Rhinotracheitis-Cdlici Vaccine, Modified Live Virus, Code 16C1.20
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Feline Rhinotracheitis-Cdici-Panleukopenia Vaccine, Killed Virus,
Code 16D5.21

Fdline Rhinotracheitis-Cdlici-Panleukopenia Vaccine, Modified Live & Killed
Virus, Code 16D7.20

Feline Rhinotracheitis-Calici-Panleukopenia-Chlamydia Psittaci Vaccine,
Modified Live Virus & Chlamydia & Killed Virus, Code 16E7.20

Feline Rhinotrache tis-Cdlici-Panleukopenia-Chlamydia Psittaci Vaccine, Killed
Virus & Modified Live Chlamydia, Code 16E7.21

Feline Rhinotracheitis-Calici-Panleukopenia-Rabies Vaccine, Modified Live &
Killed Virus, Code 16T9.20

Parvovirus Vaccine, Modified Live Virus, Code 18M1.20
Campylobacter Fetus Bacterin, Code 2862.10
Haemophilus Somnus-Pasteurdlla Haemoalytica Bacterin, Code 2A60.00

Canine Digtemper-Adenovirus Type 2-Parainfluenza VVaccine, Modified Live
Virus, Leptospira Bacterin, Code 4659.20

Tetanus Toxoid, Killed Culture, Code H601.00

/9Richard E. Hill, J.

Richard E. Hill, J.
Director
Center for Veterinary Biologics






